Guidance For Industry

INSTRUCTIONS FOR COMPLETION OF MEDICAL
DEVICE REGISTRATION AND LISTING FORMS FDA 2891,
2891a AND 2892

Prepared by
Division of Small Manufacturers Assistance
Office of Health and Industry Programs

Project Officer
Bryan H. Benesch

July 1997

Comments on these instructions should be submitted for agency consideration by
writing to Bryan H. Benesch, CDRH, 1350 Piccard Drive, HFZ-220, Rockville, MD
20850 or by E-mail to bhb@cdrh.fda.gov. For questions regarding the use of this
guidance, also contact the Division of Small Manufacturers Assistance at (301) 443-
6597 or (800) 638-2041; or the Information Processing and Office Automation
Branch, Office of Compliance at (301) 827-4555 (press 6, then press 2 for
registration and listing)

DEPARTMENT OF HEALTH AND HUMAN SERVICES
Public Health Service
Food and Drug Administration
Center for Devices and Radiological Health
Rockville, Maryland 20850



TABLE OF CONTENTS
INTRODUCTION ...ttt r e b st e st e e b e e e b e e e sb e e e s e r e e s b e e s r e e e e be e e snne e sar e e sn e e eares 3
1. ESTABLISHMENT REGISTRATION ...ttt 4

INSTRUCTIONS FOR COMPLETION OF "INITIAL REGISTRATION OF DEVICE ESTABLISHMENT," FORM FDA

P22 - BRSO P TR 11
Exhibit 2: FDA FOrm 28918 - FrONt PAJE........ccuuiiiiiiiiei ettt ettt ettt sttt e e be e sae e e sabe e sabe e s be e e sbeeesnneas 12
Exhibit 2: FDA FOrm 28918 - BaCK Page........coiiiiiiiiiii ittt ettt e sbe e saee s 14
2. MEDICAL DEVICE LISTING ... .ottt sttt sttt sttt b ettt sb e ss e b st sbe e e e sbesbesaeenne e ee 15
INSTRUCTIONS FOR COMPLETION OF MEDICAL DEVICE LISTING FORM FDA 2892........cccccoovveeenunnne. 17
EXhibit 3: FDA FOMM 2802......c.ee ettt b et b e bt st b e b e s b e e ae et e s b e she e b e sbesbeehe e besbesbe e e e e ee 21
APPENDIEX L.ttt ettt bbbt bt e e bt E ek £ e e e R e SR e SR e e R e R e AR e e Re e R e ARt eRe e ReeeReeReeRe e b e ebenbe e e e nreneas 23
ERRATA INFORMATION REGARDING 21 CFR 807 ....cceiitiitieieeiesiesie ettt st sie e b st see e b sie e e 23
APPENDIX 2 ..ottt bt b bt b e Rtk £ e e R e E e SR £ e Ao R e AR e SR e e R e AR e eheeReeeReeheeRe e e e ebenbe e e e reneas 24
HOW TO ORDER REGISTRATION AND DEVICE LISTING FORMSAND

CLASSIFICATION NAMES BOOK .....c.uciitiitiitieiesiestesieete st st siee s i sbe e e ssasbessesseasaassessessssssessessesssessessessssnsesseses 24
APPENDIX 3 .ttt sttt bbbt bt b e e bRt R £ SR e e R e E e SR e oAb e R e AR e SR e e R e ARt eReeRe e eReehe e Re e b e nReebe e e e nrenras 24
ESTABLISHMENT TYPE DEFINITIONS. ... .ottt sttt sbe st sbe e bbb sne e 25
APPENDIX 4 .ttt bbbttt bt b e Rt R £ E e R e AR e SR £ oAb e R e eRe SR e e R e AR e eRe e ReeeReehe e Re et e nbenbe e e e b neas 27
HOW TO OBTAIN CLASSIFICATION NAME, CLASSIFICATION NUMBER OR

PRODUCT CODE (PROCODE) INFORMATION FROM THE CDRH HOME PAGE..........ccccooiiiiiiiiieee 27

Although this guidance does not create or confer any rights, for or on any person,
and does not operate to bind FDA or the public, it does represent the agency’s current
thinking on the Registration and Listing regulations.

Where this document reiterates a requirement imposed by statute or regulation, the
force and effect as law of the requirement is not changed in any way by virtue of its
inclusion in this document.




ESTABLISHMENT REGISTRATION AND
MEDICAL DEVICE LISTING

INTRODUCTION

Section 510 of the Federal Food, Drug, and Cosmetic Act (FD& C Act) requires that domestic
establishments engaged in the manufacture, preparation, propagation, compounding, assembly, or
processing of medical devices intended for human use and commercia distribution register their
establishments with the Food and Drug Administration (FDA). Thisis accomplished by completing FDA
Form 2891, "Initial Registration of Device Establishment.” The term "device" is defined in section 201(h)
of the FD& C Act and includes all in vitro diagnostic products and in vitro diagnostic biological products
not subject to licensing under section 351 of the Public Health Service Act (42 U.S.C. 262). Foreign
manufacturers commercially distributing devices in the United States (U.S.) are not required to register;
however, they are encouraged to do so. Refurbishers/reconditioners are not required to register or list,
however, FDA will accept voluntary registration and listings from firms that wish to be registered with
FDA.

Section 510 of the Federal Food, Drug, and Cosmetic Act requires both domestic and foreign
manufacturersto list their devices with FDA if the devices are in commercia distribution. Devices are
listed by their classification name on form FDA 2892. A classification name is a generic category the
device being listed would be placed in.

Neither registration nor listing constitutes FDA clearance or approval for marketing or commercial
distribution in the U.S. Unless the device is exempt from the clearance or approval process, a premarket
notification submission [510(k)] or a premarket approval application (PMA) isrequired before
commercia distribution commences.

Registration of a device establishment or submission of device listing does not in any way denote
approval of the establishment or its products by FDA. A firm may not advertise or distribute promotional
material with any statement relating to its registration with FDA. Any labeling or other representation
that creates an impression of official FDA approva is misleading and constitutes misbranding as
referenced in section 301 of the FD& C Act and
21 CFR 807.39.

The regulations for registration and listing are in 21 CFR Part 807.



1. ESTABLISHMENT REGISTRATION

How To Register

To register an establishment, form FDA 2891, "Initial Registration of Device Establishment,” must be
completed. To order copies of the form see Appendix 2.

When registering, consider the following points:

Submit all four (4) copies of the original registration form to the Center for Devices and
Radiological Health (CDRH) to the address printed on the form.

Do not use post office (P.O.) box numbers as addresses in Sections "A or B" of form FDA 2891.
FDA will not accept P.O. box numbers. The actual street address must be used unless the only
street address is arural route box number or a highway mile number.

Where To Submit
All copies of form FDA 2891 are to be submitted to the following address:
Food and Drug Administration
Center for Devices and Radiologica Health (HFZ-308)
2098 Gaither Road
Rockville, Maryland 20850
Telephone No. 301-827-4555 (Press 6, then press 2 for registration and listing)

Keep a photocopy of the registration form for your records.



INSTRUCTIONS FOR COMPLETION OF "INITIAL REGISTRATION OF DEVICE
ESTABLISHMENT,"” FORM FDA 2891

All of the information provided on form FDA 2891 must be in English. When necessary,
supplemental sheets can be used to complete or clarify your submission. Supplemental sheets
must be letter size (8 %2 x 11 inches or A4) and have typed or printed in the upper right hand
corner, the establishment business name from Block 2.

The numbers below refer to the item numbers on form FDA 2891.

1. Registration No. Leave this space blank. The Food and Drug Administration (FDA) will assign a
unique registration number to each establishment.

SECTION A. The purpose of this section isto obtain specific information about the registering
establishment.

2. Establishment Business Name. Enter the legal name of the establishment involved in
registration activity and limit the entry to 50 characters (abbreviate only if necessary).

3. Record Date. Enter the month, day, and year the form is completed usng aMM/DD/YYYY
date format. All entries must be numeric and two/four digits each as shown below for July 4,
1997:

Mo Day Year
07 04 1997

4. Number and Street. Enter the number and street at which the registering establishment is
located. Do not use Postal Box or Rural Route numbers. Limit entry to 60 characters for the
street address.

Domestic Establishments:

5. City and Foreign State. Enter the city name in which the establishment is located. Limit entry
to 30 characters.

6. State. Enter the two-character State code of the U.S. Postal Service for the State, territory, or
possession.

7. ZIP Code +4. Enter the U.S. Postal ZIP Code +4.

8. Foreign Country. Leave blank.



Foreign Establishments:

5. City and Foreign State. Enter the city and foreign state (i.e., province, prefecture, region,
territory) names in which the establishment islocated. Limit entry to 30 characters, abbreviate if
necessary (e.g., Vancouver, B.C.

6. State. Leave blank.

7. Zip Code/Postal Code. Enter the foreign country Postal Code/Zip Code. Limit entry to 10
characters.

8. Foreign Country. Enter the foreign country name.
Both Domestic and Foreign Establishments:

9. Establishment Type. Spaceis provided for each designated code for establishment type. Select
from the following list of establishment types the appropriate codes that reflect the device
activities of the establishment. Definitions for each establishment type appear in Appendix 3.
Circle dl of the letter designation(s) that apply to the establishment (e.g., M and C, or Sand ID,
etc.)

C CERTIFYING SITEFMDR REPORTING SITE.
DD** DOMESTIC DISTRIBUTOR.

E* CONTRACT MANUFACTURER.

M MANUFACTURER.

R REPACKAGER AND/OR RELABELER
S SPECIFICATION DEVELOPER.

T CONTRACT STERILIZER.

U U.S. DESIGNATED AGENT.

X REMANUFACTURER.

ID INITIAL DISTRIBUTOR.

K*** REFURBISHER/RECONDITIONER

* NOTE: A September 1, 1993 Federal Register notice erroneously exempted contract
manufacturers and contract sterilizers from registration. That exemption will be revoked

**NOTE: Since 1995, FDA has exercised its enforcement discretion and is not currently
requiring or accepting registration or listing forms from domestic distributors.

***NOTE: Refurbishers/reconditioners are not required to register and list, however, CDRH will
accept voluntary registrations and listings. To do so, print or type the letter "K" in one of the
empty boxesin Block number 9.



10.

11.

12.

13.

14.

15.

16.

17.

18.

Pre-production Registration. To be used only when registering prior to commencing actual
production, otherwise check NO. A pre-production registration will be held by CDRH for only one
(1) year. After one year CDRH automatically notifies the firm that it must register as an active firm.
If the establishment does not notify CDRH that it has begun an activity that requires registration, the
pre-production registration form will then be archived without further processing. The establishment
must notify CDRH by letter when their status has changed to "in production or active" and submit a
Device Listing form, FDA 2892, if oneisrequired. At that timetheinitia registration form will be
further processed and a registration number issued.

SECTION B. The purpose of this section is to obtain information about the owner or operator of
the registering establishment.

Both Domestic and Foreign Establishments

Owner/Operator Business Name. Enter the business trading name of the corporation, subsidiary,
affiliated company, or partnership that is the owner or operator of the registering establishment. Only
enter the proprietor's name if no other business trading name exists. Limit entry to 50
characters (abbreviate only if necessary).

Owner/Operator 1.D. Fill inif an Owner or Operator |.D. number has been previoudy issued by
CDRH. Leave this space blank if no identification number has been issued by CDRH.
CDRH will assign an identification number and provide this to the registrant.

Number and Street. Enter the number and street at which the owner or operator islocated. Limit
entry to 60 characters for the street address.

Domestic Establishments

City and Foreign State. Enter the city in which the owner or operator islocated. Limit entry to 30
characters.

State. Enter the two-character State code of the U.S. Postal Service for the State, territory, or
possession.

ZIP Code +4. Enter the U.S. Postal ZIP Code +4.
Foreign Country. Leave blank.
Telephone Number. Enter the area code and/or country plus city codes and telephone number,

including extension, only if the number is different from that of the official correspondent. If thereis
atoll free (800 or 888) number, CDRH requests it be given.



Foreign Establishments

14. City and Foreign State. Enter the city and foreign state names (i.e., province, prefecture, region,
territory) in which the owner or operator islocated. Limit entry to 30 characters.

15. State. Leave blank.
16. Zip Code/Postal Code. Enter the foreign country Postal Code. Limit entry to 10 characters.
17. Foreign Country. Enter the foreign country name.

18. Telephone Number. Enter the country code, city code and telephone number, including extension,
only if the number is different from that of the official correspondent.

SECTION C. The purpose of this section isto identify the individual designated as officia
correspondent. FDA will direct important correspondence to the individual identified in this section.

19. Official Correspondent/U.S. Designated Agent. Enter the name of the individual designated as the
officia correspondent for registration and listing purposes. The name must be neatly printed or
typed.

The requirement in 21 CFR 807.40 to have a U.S. Designated Agent has been placed in abeyance, as
of July 23, 1996, so do not provide thisinformation. There is no existing requirement to employ a
U.S. Designated Agent, so foreign establishments do not need to hire one. The Official
Correspondent requirement is not in abeyance and must be completed.

20. Registration Number. Leave blank since this was intended for the registration number of the U.S.
Designated Agent.

21. Business Name. Enter the name of the establishment, owner or operator, or other place of business,
as applicable, with which the official correspondent is associated. This may be the same name as, or
different from, Block 2 or Block 11. Limit entry to 50 characters.

22. Number and Street. Enter the number and street or post office box of the official correspondent's
place of business. A Post Office box number is acceptable in Section C, since this address will be
used for FDA mailings. Limit entry to 60 characters for the street address.

Domestic Establishments:
23. City. Enter the city name in which the official correspondent's place of businessislocated. Limit entry to 30
characters.

24. State. Enter the two-character State code of the U.S. Postal Service for the State, territory, or possession.

25. ZIP Code +4. Enter the U.S. Postal ZIP Code +4.
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23.

24,

25.

26.

27.

28.

Foreign Establishments:

City, Foreign State and Country. Enter the city, state and country name in which the officia correspondent’s
place of businessislocated. Limit entry to 30 characters. The form does not have a separate item for State and
Country because the U.S. Designated Agent provision required all official correspondent’s to be located in the
United States. While this provision isin abeyance, please provide the Foreign State and Country information in
this block or on a supplemental page.

State. Leave blank.

Postal Code/ZIP Code. Enter the foreign country Postal Code. Limit entry to 10 characters.

Both Domestic and Foreign Establishments:

Telephone Number. Enter the area code and/or country plus city codes and telephone number, including
extension, of the official correspondent, as it would be dialed from the U.S. If thereis atoll free (800 or 888)

number, CDRH requestsit be given.

FAX Number. Enter the area code and/or country plus city codes and the FAX machine number of the officia
correspondent, as it would be dialed from the U.S.

SECTION D. The purpose of this section is to record other names for the registering establishment that relate to
device activities and that are different from the name entered in Section A.

Other Business Trading Name. Enter any other establishment names used, using one of the six blocks for each
name. This can include "'d.b.a.”" (doing business as) names. Limit entry in each block to 50 characters. Use
an attached sheet if the number of names exceeds six. Do not include the names of distributors for whom this
establishment makes devices. Do not list registered trademarks in use by the firm.

SECTION E. The signature (29) and title (30) of the designated officia correspondent must appear in this section.



Exhibit 1. FDA Form 2891

DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION
INITIAL REGISTRATION OF DEVICE ESTABLISHMENT

(Shaded Areas are for FDA Use Only)

Form Approved: OMB No. 0910-0059.
Expiration Date: February 28, 1999

VALIDATION

RETURN THIS FORM TO: Food and Drug Administration, Center for Devices and Radiological 1. REGISTRATION NO.

Health, (HFZ-308), 2098 Gaither Road, Rockville, MD 20850

Public reporting burden for this collection of information is estimated to average .25 hour per response, including the time for reviewing instructions, searching existing data sources, gathering and maintaining the
data needed, and completing and reviewing the collection of information. Send comments regarding this burden estimate or any other aspect of this collection of information, including suggestions for reducing this
burden to:

DHHS, Reports Clearance Officer
Paperwork Reduction Project (0910-0316)
Hubert H. Humphrey Building, Room 531-H

An agency may not conduct or sponsor, and a person is not
required to respond to a collection of information
unless it displays a currently valid OMB control number.

200 Independence Avenue, S.W.
Washington, DC 20201

Please DO NOT RETURN this form to this address,

NOTE: This form is authorized by Section 51 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 360). Failure to report this information is a violation of Section 301(p) of the Act (21 U.S.C. 331(p)). Persor)
who violate this provision may, if convicted, be subject to a fine or imprisonment or both. The submission of any report that is false or misleading in any material respect is a violation of Section 301(q)(2],
U.S.C. 331(q)(2) and may be a violation of 18 U.S.C. 1001.

SECTION A

2. ESTABLISHMENT BUSINESS NAME 3. RECORD DATE
(Mo.) (Day) (Yr)
I I
4. NUMBER AND STREET 5. CITY AND FOREIGN STATE 6. STATE 7. ZIP CODE
i I
8. FOREIGN COUNTRY 9. ESTABLISHMENT TYPE (See Instructions Booklet) 10. PREPRODUCTION
REGISTRATION
C DD E M R S T u X ID 8 YES @& NO
I I I I I I I I I I I I I

SECTION B
11. OWNER/OPERATOR BUSINESS NAME 12. OWNER/OPERATOR I.D.
13. NUMBER AND STREET 14. CITY AND FOREIGN STATE 15. STATE 16. ZIP CODE
17. FOREIGN COUNTRY 18. TELEPHONE NUMBER-IF DIFFERENT FROM THAT OF OFFICIAL CORRESPONDENT

(Area Code) (Number & Extension)

SECTION C
19. OFFICIAL CORRESPONDENT/U.S. DESIGNATED AGENT 20. REGISTRATION NUMBER
21. BUSINESS NAME
22. NUMBER AND STREET 23. CITY 24. STATE 25. ZIP CODE

_ I

26. TELEPHONE NUMBER (Area Code) (Number and Extension) 27. FAXNUMBER (Area Code) (Number)

SECTION D

28. OTHER BUSINESS TRADING NAMES
(Enter any other name which the establishment in field #2 uses. Do not list Registered trademarks or names of private label distributors. This is usually
any name such as a brand name which is not the firm name).

SEQ BUSINESS NAME SEQ BUSINESS NAME
SO1 S04
S02 SO5
SO3 SO6
SECTION E
29.SIGNATURE OF OFFICIAL CORRESPONDENT 30.TITLE

FORM FDA 2891 (5/96) PREVIOUS EDITIONS ARE OBSOLETE. *U.S. GPO: 1996-404-897/41025

10
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INSTRUCTIONS FOR COMPLETION OF "ANNUAL REGISTRATION OF DEVICE
ESTABLISHMENT,” FORM FDA 2891a

Introduction

Each year active, registered establishments will receive a pre-printed annual registration form FDA 2891afrom
CDRH. Thisformisto be used to notify FDA of changes to the current registration information for the
establishment. Only those items needing changes or corrections need be completed. Thisform must be returned
to CDRH even if no changes have occurred. The form comes with three parts and is pre-addressed for return to
CDRH. After detaching Parts 1 and 3 and retaining for your company files, fold Part 2 in half and it becomes a
mailer requiring only the addition of first class or air mail postage.

All of the information provided on form FDA 2891a must be in English. When necessary, supplemental
sheets can be used to complete or clarify your submission. Supplemental sheets must be letter size (8 Y2 x 11
inches or A4) and have typed or printed in the upper right hand corner, the registration number of the firm.

The letters below refer to the block letters on form FDA 2891a.
A. Type of Submission. Complete block A by checking one box according to the following instructions:

No change. Check thisbox if al of the information printed to the left of Blocks B, C, D, E, or F is correct
and complete. Check the "NO CHANGE" box on the outside of the mailer.

Correction. Check thisbox if any information printed to the left of Blocks B, C, D, E, or Fisincorrect or
incomplete. Make corrections, additions, or deletions in the corresponding blocks. Check the "CHANGE"
box on the outside of the mailer.

No Longer Device Establishment. Check this box if the establishment is no longer engaged in activities (see
establishment typesin Appendix 3) which require it to be registered as a medica device establishment, but
the establishment is still in existence for other activities or purposes. If any of the information printed to the
left of Blocks B, D, or Fisincorrect, thisinformation should be corrected. Check the "CHANGE" box on
the outside of the mailer.

Out of Business. Check this box if the establishment has ceased to exist as an identifiable organization. Make
changes to information printed to the left of Blocks B, C, D, E, or F so that the information reflects the
current information at the time the establishment went out of business. Check the "CHANGE" box on the
outside of the mailer.

11



B. Registered Establishment Information. Indicate any changes or corrections to the information in block B.
If the establishment type has changed to M, R or S, then anew or initial Device Listing form FDA 2892
must be submitted for al the medical devices marketed by the firm that are affected by this change.
Previoudly listed devices may also need to have updated forms FDA 2892 submitted.

C. Establishment Type. Indicate any changes or corrections to the information in block C. (See Establishment
Typesin Appendix 3).

D. Owner/Operator Information. Indicate any changes or corrections to the information in block D.

E. Other Business Trading Names. Indicate any changes or corrections to the information in block E.

F. Official Correspondent/U.S. Designated Agent Information. Indicate any changes or corrections to the
information in block F. The U.S. Designated Agent provision isin abeyance, as of July 23, 1996, so do not

provide this information.

G. Official Correspondent Signature and Title Line. The official correspondent must sign, date, and print or
typetitle.

Mailing Instructions
After Part 2 of the form is completed, it should be folded in half with the CDRH address on the outside. Tape
(DO NOT STAPLE) whereindicated. Check the "CHANGE" or "NO CHANGE" box as appropriate on front of

themailer. Affix first-class or air mail postage and mail. Retain Part 1 for your records, do not return Part 1 to
CDRH.

12



Exhibit 2: FDA Form 2891a - Front Page

REGISTRATION NO.: DEPARTMENT OF HEALTH AND HUMAN SERVICES NOTE' This form i suthorized by Saction 510 of the Fedsral Food, Drug, and Cosmetic Act (29 US.C. 380)
" PUBLIC HEALTH SERVICE Faure to rapont this information i = violstion of Saction 301(p} of the Act (21 L.5.C. 331(p)). Parsons who violate

FOR: FOOD AND DRUG ADMINISTRATION thix provision may, if convictad be sutiject to @ fine or impriscament or both. The wubmizsion of ey report tat i

fabea or mivkending In any mmeriel reapecl in B viniedon Of 3wcton 30 1(Q(2), (25 U.S.C. 3311Q)(4)} And may be &
ANNUAL REGISTRATION OF wolwlon of 18 115 €. 1004

OWNER/OPERATOR NO. DEVICE ESTABLISHMENT

REGISTERED ESTABLISHMENT OWNER/OPERATOR

OFFICIAL CORRESPONDENT ESTABLISHMENT TYPE

Dstach Part 1 and Kaep as Proof of Ragistration.
Complete and Returh Part 2
Detach and Refer ta Part 3 for Spacific Inwiructions

Form FDA 2881(a) (5/88) Part 1 - Keap for Your Racords Form Approved: OMB No 0910-0058 Expiration Dats: February 28, 1600
(BAR CODE) DEMARTMENT ST HLALTH AND HUMAN SERVIGES
PUBLIC HEALTH SERVICE
FOOD AND BRUG ADMINISTRATION
ANNUAL REGISTRATICN OF DEVICE ESTABLISHMENT
Al TYPE OF SUBMISSION 4 No Changa 4 Nnlnnger Device Eetubizhmant
{ Mark ona &) only) 4 Corraction 4 Cut of Business
REGISTERED ESTABLISHMENT WFORMATION B| CORRECTIONS 7O REGISTERED ESTABLISHMENT INFORMAT(ON
Estabishment Name
Number and Strast
iy Stats
Zip Country
ESTABL TYPES v Delow i . corvact in column (o right L] CORREGTIONS TO ESTASLISHMENT TYPE (To correct, mark (X0 all which corracity apply)
4 € Cartfong S4eMON Reng Snw 1 0D Dhairuor { £ Contacl Manudpciae M Mt V£ Crriyng SawmDF Apng Sre 400 Dratribudor TE ottt Manacturer 4 M Manufacruner
41 Hepackage andior Feiabeier 4 5 Soachcmon Dy 4 1 Contract Sterwer 4 U U5 Datmgnated Agend 4R Rupackage sdior Relpbein 4 5 Specihcatun Dev ¢ T Corrrart Sirm zer d U US Dengnated agent
410 how Diginbutos 4 % Rem; 410 s Crinbgor 4 X Femmudachus
OWNER/QPERATOR INFORMATION P| cORRECTIONS TE OWNER/GPERATOR INFGRMATION
Busi Naing
HNumber and Strest
Number and Street
Cily State
Zp Country
Phones Mo () X
Owner/Operator Numbar
OTHER BUSINESS THADING NAMES £l CORRECTIONS TO TRADING NAMES (N nams on left has srrors, wrike carracied rikme on ine Lo is right. f no longer usad, writs
SDELETE'. Writs now NaMmes Hst preceded by and asterisk.
QOFFICIAL CORRESPONDENT INFORMATION F| CORRECTIONS TO OFFICIAL CORRESPONDENT / U.3, DESIGNATED AGENT
Nama of Individuais
Buginess Narma
Number and Streat
Number and Streel
City Stale Zip
Registration Numbe:
PhoneNo ( ) Ext FAX Ne. {
G| SIGNATURE OF OFFICIAL CORRESPONDENT / U.S. DESIGNATED AGENT TITLE OF OFFICIAL CORRESFONDENT / U3, DESIGNATED AGENT DATE SIGNED
Form FDA 2881 Pant 2 - Compiate and Retum Fomm Agproved: OMB Mo 0810-0058  Expiration Date: Fabryary 28, 1809
|_(BAR CODE)

INSTRUCTIONS FUN CUMPFLE TING FORM FDA 2391a
ANNUAL REGISTRATION OF DEVICE ESTABLISHMENT

DETACH PART 1. KEEP THIS PART FOR YOUR RECORDS AS PROOF OF REGISTRATION

Revisw Part2 for changes and corections. Complete Block A by chacking onr bax ascarding ta the instructions balow

Make corractions in Biocks B, C, D, E, #nd F as indicated. Sea raverss side of Part 3 for definitions.

Mo Change Chack this box If sl of tha infomtation printed to the laR of Blocks B, C, D, E. and F is comect and comalata. Chack the "NO CHANGFE® box on the outside of the mailer

Carrection- Check this bax If any information prired io tha laft of Blocks B, C, I E, of F is incomect or Incomplata. Make coractions, addiions, or d in the p Q blocks. Chack the "CHANGE® box on the ouside of the
mailer

No Longer Device Establishmem- Chack this box if the sstablishmant is no longer sngaged in activties (see astablishment typas) which require it to ba ragistered as a medical device sstabl but the h is stiflin
wiistence for cther activitiss or purposes. If any of the information printad to the lek of Blocks B, D, o F is i , this ion shoukd be ted. Chack the “CHANGE" bax on the outzide of the mailer

Out of Business- Chack thik ok If the satablishmant has cesssd o eudist as an identifiable organization. Make changes 1o information printed to tha eR of Blocks B, C, 0, E, or F sc that tha information raflacts the current (nformation at the
bime the sstabi % went out of busii Chick tha “CHANGE" box on the cutsids of the mailer

Sign and Mail Part 2

Skgr- Officis! Correspondent must sign, dam. ard provide ttie in Block G. Photacopy Pert 2 for your records, # desind.

Mail- Fold form in half with FDA addeess to outside  Tape (do NOT staple) whare indicaled Chack "CHANGE" or “NC CHANGE® bax as appropriate on front of mailer, AMx first class postage and mail

Part 3 - Insiructions
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Exhibit 2: FDA Form 28%1a - Back Page

) CHANGE
{1 NO CHANGE

Food and Drug Administration

Center for Devices and Radiological Health

Information Processing and

Office Automation Branch (HFZ-308)

2098 Gaither Road
Rockville, MD 20850-4015

[als)

ESTABLISHMENT TYPE DEFINITIONS

ESTABLISHMENT TYPE - Space is provided for sach designated code for
establishment typs. Selact from the following descriptions the appropriate code or
codes that reflect the device activity of the of the establishment Entar the istter
designation(s) in the space provided

CERTIFYING SITE'MDR REPORTING SITE-Registered sits responsible for
submiasion of tho annual cerification of the number of MDIR reports submitted

DISTRIBUTOR - Is any parson who furthers the marketing of a device from the ariginal
place of manutacture, io the person who makaes final delivery or sale to the utimate
consumer of usei, but does not repackage, or otherwise change the container,
wrapper, or labeling of the device or device package. This aiso includes, but is not
limited to, direct sais, rmail order, leasing, distribiting promoticnal samples, distributing
demonstration units, and drop shipping Distributor does not include brokers or ather
persons who do not own the device, but merely perform a service for the perscn (other
than the ultimate consumer) who does own the device. NOTE: The requirement for
registration of 8 domestic distributor is currently not bewng enforced pending revocation
of this requirement

"CONTRACT MANUFACTURER- Manufactures a finished device to another
establishment's specifications. The manufacturing establishment does not
commercially distribute the device under its own name

MANUFACTURER-Makes by chemical, physical, biclogical, or othar procedures, any
articia that maets the definition of device of "davice” in saction 201(h) of the Federal
Food, Drug, and Cosmehc (FOACT) Aot

FORM FDA 2881a (5/66)

u

1=

X

REPACKAGER AND/OR RELABELER- Repackager: Packages finished devices from
bulk or repackages devices made for the establishment by a manufacturer into
different containers {excluding shipping containers). Relabelers: Changes the content
of the labeling from that supplied trom the original manufacturer for distribution under
the establishment's own name (This doas not include sstablishments that do not
change the original labsling but merely add thair cwn name }

SPECIFICATION DEVELOPER-Devalops spacifications for a device that is distributed
under the establishmant's cwn namae but performs no manufacturing

CONTRACT STERILIZER-Provides a staiilization servics for another establishment's
devices

U.8. DESISNATED AGENT-Parson designated by owner or opetator of a foreign
establishment responsible for the annual certification of the number of MDR reports

INITIAL DISTRIBUTOR-Takes first titte tc importad devices

REMANUFACTURE -Persens who rebuild used device to new operating specifications
for the purpcse of redistribution

*NOTE' A September 1, 1003 Federal Register notice eroneously exemplad contract
manufacturers and contract steriizers from registration.  That exemplion will be
revoked

Before sealing, did you rememberto ...

Check a box in Block A7
Sign and Date Block G7

1
2
3. Check “Change” or “"No Change” on the front mailer?
4

Affix first class postage?

Publlc reporting burden for this ceollection of information is eatimated to average 28 hour per reaponse, including the time for reviewing instructions, scarohing cxisting data sources,
gathenng and maintaining the data needed, and completing and reviewing the coilection of information  Send comments regarding this burden estimate or any other aspect of this collection of
information. Inciuding suggestions for reducing this burden to

(OHHS, Reports Clearance Officer
Paperwark Reduction Project (0810-0059
Hubert H. Humphrey Building, Room 531-H
200 Independence Avenue S W
Washington, DC 20201

Please DO NOT RETURN this tortn ta this address

An agency may not conduct or sponsar, and a person 1 not required 1o respond to a caollection of information unfess it displays a currently valid OMB control number

RETAIN FOR YOUR RECCORD

FORM FDA 2891a {5/36)
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2. MEDICAL DEVICE LISTING

How To List

Listing adevice is done by completing form FDA 2892, Device Listing. To aid in completing this form,
CDRH provides an on-line, searchable product classification database on its World Wide Web Home Page,
http://www.fda.gov/cdrh/prodcode.html. See Appendix 4 for instructions on how to use the database for
obtaining the proper classification name(s) and number(s) to complete Blocks 7 and 8 of Form FDA 2892. This
information can aso be found in the CDRH publication titled, "Classification Names for Medical Devices and In
Vitro Diagnostic Products." Copies can be obtained from the Division of Small Manufacturers Assistance
(DSMA) or the Information Processing and Office Automation Branch (IPOAB) (See Appendix 2 for ordering
information).

When listing, remember these points:

Submit only original listing forms. Form FDA 2892 must not be reproduced because of the preprinted
document number. The preprinted document number in Block 1 represents the company and the product
listed on the form. CDRH will not accept photocopies of form FDA 2892. CDRH will now accept
computer-generated facsimiles of the form FDA 2892 which use the document number from a preprinted
form. The blank preprinted form must then be attached to the computer-generated facsimile so that its
unique number is not used again. The original copy of the computer-generated form must be submitted.
To receive approval to use computer-generated facsimiles of the FDA 2892, submit a copy of the
proposed facsimile to the IPOAB (see Appendix 2 for address).

When completing Blocks 7 and 8 of the device listing form, pay particular attention to the classification
name and number as they represent the generic category of devices an establishment intends to market.
The classification number is also referred to as the FDA product code or FDA code. Y ou will find both
product codes and classification names in the on-line database mentioned above, or FDA publication titled,
"Classification Names for Medical Devices and In Vitro Diagnostic Products.” If you cannot find a
classification name or number, then contact DSMA or IPOAB. Additional classification names and
numbers are periodically added or updated by CDRH and may not be in the publication but will be
in the on-line database. In addition, the classification number can be found in your marketing
clearance letter for 510(k) and PMA applications cleared starting in 1994. You may also attach a
description of the device to the FDA 2892 and request assistance in determining the classification
name and/or number. To assist CDRH, this description should include a copy of the device
labeling, possible classification names or numbers, and 510(k) or PMA numbers.
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Listing For Foreign Establishments

Foreign establishments that export medical devices to the United States are required to list the devices with FDA
on form FDA 2892, "Device Listing."

Things to remember are that:

Foreign establishments may list their products directly with FDA by completing and submitting the device
listing form FDA 2892.

Foreign establishments for which there exists joint ownership and control with adomestic U.S.
establishment may have the domestic establishment submit the device listing form FDA 2892. A letter
explaining this relationship must be submitted to FDA by the foreign establishment with the appropriate
forms, FDA 2891 (Initial Registration form) or FDA 2892.

Foreign establishments for which there is no joint ownership and control with a domestic U.S.
establishment may comply with the listing requirement by authorizing asole initial U.S. distributor to
complete the listing form FDA 2892 on their behalf. A sole initial distributor is an "exclusive distributor
of a specific device imported from aforeign manufacturer,” that is, they are the only distributor in the U.S.
importing specific devices from a specific manufacturer.

To authorize asole initial distributor to list on behalf of aforeign manufacturer and maintain a historical
listing file, the foreign manufacturer must provide the distributor with a"letter of authorization." This
letter should state that: " [named distributor] is the soleinitial domestic U.S. distributor of a[specific
device] and they are authorized to list on behalf of [the manufacturer] and maintain their historical listing
file." The "letter of authorization" must accompany the Device Listing form FDA 2892, be on the foreign
establishment’ s letterhead and be in English, for the device listings to be valid. In addition, the "letter of
authorization" should only pertain to the specific device for which the importer will be the sole source.
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INSTRUCTIONS FOR COMPLETION OF MEDICAL DEVICE LISTING
FORM FDA 2892

Introduction

All of the information provided on form FDA 2892 must be in English. When necessary, supplemental sheets
can be used to complete or clarify your submission. Supplemental sheets must be letter size (8 %2 x 11 inches or
A4) and have typed or printed in the upper right hand corner, the preprinted document number from Block 1 for
that submission.

Any item(s) submitted for listing purposes (i.e., letter of authorization, labeling may be needed to determine
classification name and number, catalog pages, etc.) must have the document number from Block 1 of Form 2892
for that submission entered on each separate item. This material is only necessary if afirm cannot determine the
appropriate classification name or number to use.

Completion Of Form FDA 2892

The FDA controls al listing submissions based upon the preprinted document number in Block 1 of form FDA
2892. Form FDA 2892 is athree-part form. The yellow copy is afile copy for the owner or operator and must
be detached before sending the two white copies to CDRH.

The two white copies of the form FDA 2892 are to be submitted to the following address:

Food and Drug Administration

Center for Devices and Radiological Health

Information Processing and Office Automation Branch (HFZ-308)
2098 Gaither Road

Rockville, Maryland 20850 USA

Any correspondence with CDRH relating to a specific listing must reference its document number from Block

1. The document number is not to be interpreted as alicense or approval number and it shall not be used on
your device labdling.
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The numbers below correspond to block numbers on form FDA 2892:

1.

Document Number. Preprinted number which is to be referenced in any correspondence with FDA
regarding a specific device.

Reason for Submission. Check the appropriate reason.

Report Date. Enter the actual date that the form FDA 2892 was completed by you. The date format is
07/04/1997 or MM/DD/YYYY.

Owner/Operator ID Number. Enter in Block 4 the seven-digit number assigned to the owner or operator
when the establishment registered with FDA. The owner or operator ID islocated in Block 12 of form
FDA 2891, and isalso on form FDA 2891a. If the firm has not previously registered or listed, and
therefore no owner or operator number has been received at the time of making an initial listing, then leave
this block blank. The owner/operator ID number will be entered by CDRH when assigned.

Foreign establishments that are not registered will leave Block 4 blank. CDRH will assign an owner or
operator ID number and send the firm aletter specifying what the number is. After CDRH has assigned
this number, it should be used on all FDA 2892 forms subsequently submitted.

Owner/Operator Name.

Domestic: Enter in Block 5 the business trading name of the corporation, subsidiary, affiliated company,
or partnership that is responsible for completing and submitting the device listing information.

Foreign: Enter in Block 5 the foreign owner or operator's business trading name of the corporation,
subsidiary, affiliated company, or partnership that is responsible for completing and submitting the device
listing information.

Domestic or Foreign: Only enter the proprietor's name if no other business trading name exists. When
applicable, this name should be the same name as was entered in Block 11 on form FDA 2891, "Initia
Registration of Device Establishment” or in Section D of form FDA 2891a, "Annual Registration of
Medical Device Establishment.”

Address. Enter the full street, city, state/foreign state, zip code +4 or postal code and foreign country. If

this address is the same as submitted on form FDA 2891, please check the box provided, but still complete
this block in its entirety.
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7. Classification Name. Enter the classification name for the generic category of the device. The
classification name can be found in the on-line product classification database (see Appendix 4), or in the
CDRH publication entitled "Classification Names for Medical Devices and In Vitro Diagnostic Products.”
DO NOT ENTER "NONE" OR "MULTIPLE" IN THIS BLOCK. If you cannot determine the
classification name, consult your marketing clearance letter, or provide the 510(k) number or PMA
number or regulation number of the product. Otherwise contact DSMA for assistance.

8. Classification Number (FDA Code or FDA Product Code). Enter the three letter apha character code
(ignore the two numbers) from the classification list that corresponds to the classification name you have
selected, or enter the code that appears on the marketing clearance letter. Again, the classification list
appears in the on-line database, or in the CDRH publication entitled "Classification Names for Medical
Devices and In Vitro Diagnostic Products.” If you can not determine the classification number provide the
510(k), PMA or regulation number of the device. Otherwise, contact DSMA for assistance. Do not
confuse this number with the seven digit regulation number assigned to each type of device classified in the
Code of Federal Regulations, Parts 862-892.

9. Proprietary Name (Brand Name). Enter the proprietary name, such as the trade, brand or catalog name
of the device. Use only those abbreviations in the proprietary name that appear on the label or l1abeling.
Exclude as part of the device proprietary name any reference to physical characteristics such as size,
package shape, or color. If more than one proprietary name is used for the device or devices being listed,
enter "Multiple" in Block 9. Limit entry to 80 characters.

10. Common or Usual Name. FDA recognizes that no "established names’ for devices have been designated
pursuant to section 508 of the Act and that few "official titles' for devices are recognized in an official
compendium. Consequently, the common or usual name must be provided in order to satisfy the listing
requirement. The common or usua name can be any descriptive phrase and does not have to have
industry-wide or user acceptance. Limit entry to 80 characters.

If the common or usual name is the same as that entered for the proprietary name, enter "SAME" in Block
10.

If more than one device is being listed under one classification name, enter a descriptive phrase which
represents the group of devices, i.e., "Various Types of Rongeurs,” or "Various Models of X-Ray
Systems."

If one or more devices represented by a classification name is labeled and marketed as "sterile," include the
word sterile as part of the common or usual name, i.e., "Various Types of Sterile and Non-sterile

Syringes."

If the device is an "accessory” or a"kit," then include these words as part of the common or usual name,
i.e., "Accessory to an Endoscope,” "Wound Dressing Kit," "First Aid Kit."
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11.

12.

Designated Agent. Thisrequirement is not in effect so leave it blank.

The requirement in 21 CFR 807.40 to have aU.S. Designated Agent has been placed in abeyance, as of July
23, 1996, so do not provide this information. Thereis no existing requirement to employ a U.S. Designated
Agent, so foreign establishments do not need to hire one.

Establishment Name and Address.
Provide registration number, name and address, and establishment type information as follows:

Registration No.: If you have already registered, enter in Block 12, line A the registration number of the
manufacturing site from your copy of form FDA 2891 or FDA 2891a. If the establishment is not registered,
then leave blank. The only firmsto be listed in Block 12 are those registered by the owner or operator listed
in Block 5 or foreign establishments that elect not to register.

Foreign owner or operators that do not have a registration number should enter "NONE" under registration
number in Block 12. Foreign owner or operators should not identify their soleinitial distributors unless the
distributors are owned by the foreign firm and they are required to be listed.

Name and Address. Enter in Block 12 the name of the establishment where the listed device is produced.
"Establishments' include those performing specifications development and repackaging or relabeling activities.
For registered establishments the name should be identical to the name on your copy of form FDA 2891 or
FDA 2891a. The only names to be entered in block 12 are those associated with, owned or substantially
controlled by, the owner or operator listed in Block 5 and are the actual locations or where listed devices are
manufactured. No contract manufacturer names should be listed unless owned or substantially controlled by
owner or operator listed in Block 5.
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Establishment Type.

Foreign Establishments: If your company is a manufacturer then place a mark (X) below "M" on Line A.
Domestic Establishments: Place amark (X) in Block 12 under the appropriate letter code or codes from the
list of establishment types that appear in Appendix 3 that describe the activities that occur at the establishment.
Y ou may check as many codes as apply.

Examples:

a. If an establishment site isinvolved only in the development of specifications, enter amark (X) inthe"S"
column for that establishment.

b. If an establishment site manufactures and |abels a device with its company name(s) only, enter amark (X)
in the"M" column for that establishment.

13.  Signature. The Official Correspondent, or sole initial distributor completing form FDA 2892 must sign in
the space provided.

14. Name. Type or print neatly the name of the individual who signed Block 13.
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Exhibit 3: FDA Form 2892

DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION

Form Approved: OMB No. 0910-0059.
Expiration Date: February 28, 1999

DEVICE LISTING

Complete and Return to:

Food and Drug Administration

Center for Devices and Radiological Health
Information Processing and Office Automation Branch (HFZ-308)

2098 Gaither Road
Rockville, MD 20850

NOTE:

This form is authorized by Section 510 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 360). Failure to report this information is a violation of Section 301(p) of

the Act (21 U.S.C. 331(p)). Persons who violate this provision may, if convicted be subject to a fine or imprisonment or both. The submission of any report that is false

or misleading in any material respect is a violation of Section 301(q)(2), (21 U.S.C. 331(g)(2) and may be a violation of 18 U.S.C. 1001.

1. DOCUMENT NUMBER

New Listing

é Delete Listing

2. REASON FOR SUBMISSION 3.
é

é Update to Device
Already Listed

REPORT DATE a.
MO. | DAY | YR.

OWNER/OPERATOR ID NUMBER

5. OWNER/OPERATOR NAME

6. ADDRESS (Check ¢ if same as submitted on FDA Form 2891)
a. NUMBER and STREET

b.  CITY, STATE, ZIP CODE

C. FOREIGN COUNTRY

7. CLASSIFICATION NAME

8. CLASSIFICATION NUMBE R

9. PROPRIETARY NAME

(Brand Name)

10. COMMON OR USUAL NAME

11. FOR U.S. DESIGNATED AGENTS OF FOREIGN ESTABLISHMENTS

a. NAME B. REGISTRATION NUMBER
12.

ESTABLISHMENT NAME AND ADDRESS
(Identification of Sites Where Listed Device is Produced)

REGISTRATION NO. (Name, Street Number, City, State or County, ZIP or Postal Code) ESTABLISHMENT TYPE
A R|S|T[X
B
C
D

Public reporting burden for this collection of information is estimated to average 30 minutes per response, including the time for reviewing instructions, searching existing data sources, gathering and maintaining the
data needed, and completing and reviewing the collection of information. Send comments regarding this burden estimate or any other aspect of this collection of information, including suggestions for reducing this

burden to:

DHHS, Reports Clearance Officer
Paperwork Reduction Project (0910-0059)
Hubert H. Humphrey Building, Room 531-H
200 Independence Avenue, S.W.
Washington, DC 20201

An agency may not conduct or sponsor, and a persors inot

required to respond to a collection of information

unless it displays a currently valid OMB control number.

Please DO NOT RETURN this form to this address,

13.SIGNATURE

14.TYPED OR PRINTED NAME

FORM FDA 2892 (5/96)

PREVIOUS EDITIONS ARE OBSOLETE.
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APPENDIX 1

ERRATA INFORMATION REGARDING 21 CFR 807

Due to changes in the location of the Center for Devices and Radiological Health and new registration and listing
forms, certain information in the 1996 edition of the Title 21 Code of Federal Regulationsisincorrect. The
following isapartia list of corrected information by section number.
8807.25(f)(2), (f)(3), (F)(5), (NH(6)(1), (F)(6)(iii) are not currently being asked for on the Form FDA 2892.

8807.30 The Block numbers cited in this section are all incorrect. Here are the correct citations:

8807.30(a): Block 2 isno longer used to indicate the preprinted original document number of the 2892 used to
initialy list the device. Thisinformation now appearsin Block 1.

8807.30(b)(5)(i): The owner or operator name is now Block 5. The owner or operator number is now Block 4.

8807.30(b)(5)(ii): Theinformation previously in Blocks 12, 12a, 13, 13aand 14 is no longer requested. The
information previoudly in Blocks 15, 16 and 17 is now in Block 12.

8807.30(b)(6): The information previously in Blocks 10 and 11 isin Blocks 9 and 10.
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APPENDIX 2

HOW TO ORDER REGISTRATION AND DEVICE LISTING
FORMS AND CLASSIFICATION NAMES BOOK

Forms FDA 2891 and 2892 may be ordered in quantity (>100 copies) from:

Consolidated Forms and Publication Center
Washington Commerce Center

3222 Hubbard Road

Landover, MD 20785 USA

Forms FDA 2891 and 2892 and their instructions may be ordered in any quantity from:

1) Publications, HFZ-220
Division of Small Manufacturers Assistance
Office of Hedlth and Industry Programs
Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850 USA
Phone No. 800-638-2041 x 102, 301-443-6597 x102, or Fax No. 301-443-8818

and

2) Information Processing and Office Automation Branch, HFZ-307
Office of Compliance
Center for Devices and Radiological Health
2098 Gaither Road

Rockville, MD 20850 USA
Phone No. 301-827-4555 (Press 6, then press 2 for registration and listing)

HFZ-308 is used just for identifying mail containing registration and listing forms and updates.

CLASSIFICATION NAMES for MEDICAL DEVICES and IN-VITRO DIAGNOSTICS PRODUCTS

This publication can aso be ordered from the Division of Small Manufacturers Assistance at the address listed
aboveitem 1.
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APPENDIX 3

ESTABLISHMENT TYPE DEFINITIONS

CERTIFYING SITE'MDR REPORTING SITE. Registered site responsible for submission of the annual
certification of the number of MDR reports submitted.

DOMESTIC DISTRIBUTOR. Any person who furthers the marketing of a device from the origina
place of manufacture to the person who makes final delivery or sale to the ultimate consumer or user, but
does not repackage, or otherwise change the container, wrapper, or labeling of the device or device
package. This category also includes, but is not limited to, direct sale, mail order, leasing, distributing
promotiona samples, distributing demonstration units, and drop shipping. Distributor does not include
brokers or other persons who do not own the device, but merely perform a service for the person (other
than the ultimate consumer) who does own the device. NOTE: Since 1995, the requirement for
registration of a domestic distributor has not been enforced pending revocation of this requirement.

CONTRACT MANUFACTURER. Manufactures afinished device to another establishment's
specifications. The manufacturing establishment does not commercially distribute the device under its
own name.

MANUFACTURER. Makes by chemical, physical, biological, or other procedures, any article that meets
the definition of "device" in section 201(h) of the Federal Food, Drug, and Cosmetic (FD& C) Act.

REPACKAGER AND/OR RELABELER

Repackager: Packages finished devices from bulk or repackages devices made for the establishment by a
manufacturer into different containers (excluding shipping containers).

Relabeler: Changes the content of the labeling from that supplied from the original manufacturer for
distribution under the establishment's own name. A relabeler does not include establishments that do not
change the origina labeling but merely add their own name.

SPECIFICATION DEVELOPER. Develops specifications for a device that is distributed under
the establishment's own name but performs no manufacturing.

CONTRACT STERILIZER. Provides a sterilization service for another establishment's devices.

U.S. DESIGNATED AGENT. Person designated by the owner or operator of aforeign establishment
responsible for the annual certification of the number of MDR reports. [This requirement has been in
abeyance since July 23, 1996.]

REMANUFACTURER. Any person who processes, conditions, renovates, repackages, restores, or does

any other act to afinished device that significantly changes the finished device's performance or safety
specifications, or intended use.
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ID INITIAL DISTRIBUTOR. Takesfirst title to devices imported into the United States.

K*** REFURBISHERS: persons who, for the purpose of resale or redistribution, visually inspect, functionally
test and service devices, as may be required, to demonstrate that the device isin good repair and
performing al the functions for which it is

designed. The device may or may not be cosmetically enhanced. Preventive maintenance procedures are
performed. Refurbishers do not significantly change a finished device's performance or safety
specifications, or intended use.

K*** RECONDITIONERS: personswho, for the purpose of resale or redistribution, visually inspect,
functionally test and service devices, as may be required, to demonstrate that the device isin good repair
and performing all the functions for which it is designed. The device may or may not be cosmetically
enhanced.

Preventive maintenance is not performed. Reconditioners do not significantly change afinished device's
performance or safety specifications, or intended use.

* NOTE: A September 1, 1993 Federal Register notice erroneously exempted contract manufacturers and
contract sterilizers from registration. That exemption will be revoked.

***NOTE: Refurbishers/reconditioners are not required to register or list, however, FDA will accept voluntary
registration and listings from firms that which to be registered with FDA.
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APPENDIX 4

HOW TO OBTAIN CLASSIFICATION NAME, CLASSIFICATION NUMBER OR PRODUCT CODE
(PROCODE) INFORMATION FROM THE CDRH HOME PAGE

The Center for Devices and Radiological Health (CDRH) maintains a home page on the World Wide Web. This
page contains a wealth of information about medical devices. To assist establishments with the device listing and
premarket notification processes, CDRH is providing an on-line searchable database of product classification names
and numbers, device classification information and their 510(k) exemption status.

The database can be accessed by going to the CDRH Home Page (http://www.fda.gov/cdrh) using any Internet
browser software. The database islocated at:

http://www.fda.gov/cdrh/procode.html

This takes you to an introduction page entitled Product Code Classification Database. At the bottom of the
page, click on "Go directly to the Product Code Database search.” This takes you to the "Search" page. You can
either enter and search on the name of the device, or go to the medical specialty or panel that you think the product
isin. The medical specialty option will find all the classification names for that panel of products.

Once you find the classification name and product code, enter thisinformation in Blocks 7 and 8, respectively, on
form FDA 2892.
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